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6) |EI Claim(s) 1,4-9.13 and 16-32 is/are rejected. 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1,4-9, 13, and 16-24 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. With respect to base 
claim 1, the specification does not describe a plurality of filaments permanently affixed 
to the cannula. That is, the extent of fixation of the filaments to the cannula is not 
specified. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



4. Claims 1, 4, 8, 9, 13-17, 19, 20, 22-32 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Ginsburg (5,011,488). Ginsburg discloses, at least in figures 1-2B 
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and 5A-5E and col. 4, lines 50-60; col. 5 lines 3-30; col. 6, lines 6-17; and col. 6, line 61 
to col. 7, line 15; a retractor including a flexible shaft (18) extending at least partially 
through a cannula (14); a plurality of filaments (32) extending from and affixed to the 
cannula, the plurality of filaments being repositionable from a first condition to a second 
condition; a sleeve (1 2) or sleeve member coaxially disposed about the periphery of and 
movable with respect to the cannula, the sleeve being axially movable between a first 
position blocking movement of the filaments radially outward and a second position in 
which the filaments are exposed to allow movement of the filaments radially outward; 
and a positioner (16 or 70) or inflatable positioner disposed at a distal end of the shaft, 
where the positioner is an inflatable bladder, where the cannula defines a passage 
therethrough which receives the shaft, where the plurality of filaments is disposed about 
the periphery of the positioner, where the positioner does not stretch when fully inflated, 
where the filaments are formed of an at least semi-rigid material, where the sleeve is 
formed of a flexible material, where the plurality of filaments is pivotally disposed at a 
distal end of the cannula or is pivotally connected to the shaft, where the distal 
positioning of the sleeve relative to the cannula repositions the plurality of filaments from 
the second condition to the first condition, where the proximal positioning of the sleeve 
relative to the cannula maintains the plurality of filaments in the first condition, where the 
plurality of filaments are parallel to one another in the first condition (see fig. 2C) and 
are radially spaced apart in the second condition (see fig. 2A), where the sleeve 
member is axially movable with respect to the shaft, where sleeve member is at least 
partially disposed about the plurality of filaments in the first position and disposed 
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proximally of the filaments in the second position, where sleeve member allows the 
plurality of filaments, where the sleeve member allows the plurality of filaments to 
transition from a first state to at least one subsequent state when the sleeve member is 
in a proximalmost position, where the sleeve member maintains the filaments in a first 
state when the sleeve member is in a proximalmost position, and where the plurality of 
filaments is parallel in the first state and extends radially outward in at least one 
subsequent state. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 5, 6, and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ginsburg (5,01 1 ,488). Ginsburg discloses the invention substantially as claimed, 
but does not specifically disclose that the inflation bladder operates at inflation 
pressures from 10 mmHg to 1000 mmHG or from 100 mmHg to 1000 mmHg. 
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Nevertheless, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to apply the inflation pressures as claimed, since it has 
been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges (of inflation pressure) involves only routine 
skill in the art. 

Ginsburg also does not specifically disclose that inflation of the positioner 
repositions the plurality of filaments from the first condition to the second condition. 
Nevertheless, Ginsburg discloses, in col. 6, lines 15-17; that the positioner may conform 
to a conical geometry defined by the plurality of filaments. Thus, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made, to 
inflate the positioner to reposition the filaments from the first condition to the second 
condition (the abovementioned conical geometry) should the filaments be moved 
outside of the conical geometry by surrounding tissues. The inflation of the positioner 
and the movement of the filaments would ensure capturing and sealing of stenotic 
material within cannula 14. 

7. Claims 7 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ginsburg (5,01 1 ,488) in view of Demeter (4,997,435). Ginsburg discloses the invention 
substantially as claimed, but does not disclose that the shaft is rigid and that the sleeve 
is formed of a rigid material. Demeter teaches, at least in col. 4, lines 42-47 and col. 5 
lines 14-19, a device including a shaft (14) and a sleeve (11) that may be rigid or formed 
of a rigid material. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made, in view of Demeter, to modify the shaft and sleeve of 
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Ginsburg, so that they are rigid or formed of a rigid material. Such modifications would 
allow Ginsburg's device to be easily inserted (without undue bending of the device) into 
non-tortuous hollow organs or readily-accessible surgical sites for the capturing and 
retrieval of unwanted matter from a patient's body. 

Response to Amendment 

8. Applicant's arguments with respect to claims 1 , 4-9, 1 3, and 1 6-32 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 
September 19, 2008 



